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Dear Sir: 

I, Jeong S. Lee, depose and say that 




1. I am one of the joint inventors in the above-referenced application. 



2. Ten samples of balloon tubing, formed of PEBAX (polyether block amide) 70D, 
having an inner diameter of about 0.0195 inches and an outer diameter of about 0.0355 inches, were 
used to prepare ten catheter balloons. The balloons had an outer diameter of about 3.0 mm, a length 
of about 20 mm, and a blow up ratio of about 6 (balloon outer diameter divided by balloon tubing 
inner diameter). The average compliance and rupture pressure data for the balloons is shown in 
Exhibit A. 

3. The balloons had an average rupture pressure of about 2 1 atm (310 psi), with a 
standard deviation of about 1 atm (15 psi). The balloons had an average radial compliance of about 
0.041 mm/ atm from a nominal outer diameter of about 3.05 mm at about 6 atm to an outer diameter 
of about 3.253 mm at about 1 1 atm. 

4. Comparing the average compliance of the balloons formed of 100% PEBAX 
70D set forth in Exhibit A (i.e., 0.04 1 mm/atm), to the average compliance of the balloons of Example 
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1, at pages 14-16 of Applicants' specification, formed of a blend of 40% PEBAX 70D and 60% PEBAX 
63D (i.e., 0.034 mm/atm from 8 to 15 atm), the balloons formed of 100% PEBAX 70D had an 
average compliance which was greater than the average compliance of the balloons formed of 40% 
PEBAX 70D/60% PEBAX 63D. The average compliance of the balloons of Example 1 formed of the 
40% PEBAX 70D/60% PEBAX 63D blend is therefore not substantially greater than (and is in fact 
less than) the compliance of the balloons formed of 100% PEBAX 70D set forth in Exhibit A . The 
difference between the average compliance of the balloons formed of 100% PEBAX 70D set forth in 
Exhibit A and the average compliance of the balloons of Example 1 formed of the 40% PEBAX 
70D/60% PEBAX 63D blend appears to be within the standard deviation thereof. 

5. Comparing the average rupture pressure of the balloons formed of 100% 
PEBAX 70D set forth in Exhibit A (i.e., about 21 atm), to the average rupture pressure of the balloons 
of Example 1 on pages 14-16 of Applicants' specification formed of a blend of 40% PEBAX 70D and 
60% PEBAX 63D (i.e., about 20 atm), the balloons formed of the 40% PEBAX 70D/60% PEBAX 
63D blend had an average rupture pressure which was not more than about 5% less than the average 
rupture pressure of the balloons formed of 100% PEBAX 70D. The average rupture pressure of the 
balloons of Example 1 formed of the 40% PEBAX 70D/60% PEBAX 63D blend is therefore not 
substantially less than the average rupture pressure of the balloons formed of 100% PEBAX 70D set 
forth in Exhibit A . The difference between the average rupture pressure of the balloons formed of 
100% PEBAX 70D set forth in Exhibit A and the average rupture pressure of the balloons of Example 
1 formed of the 40% PEBAX 70D/60% PEBAX 63D blend appears to be within the standard 
deviation thereof. 
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6. Balloons formed of the 40% PEBAX 70D/60% PEBAX 63D blend and formed 
using optimized blow up ratios and heating conditions (e.g., temperature during expansion of the 
balloon tubing, and heat treatment temperatures after expansion of the balloon tubing) have 
compliance and rupture pressures which are equal to, or at least not substantially different from, 
balloons formed of 100% PEBAX 70D and formed using optimized blow up ratios and heating 
conditions, as discussed in Applicants* specification at page 4, lines 12-18 and page 1 2, lines 8-13, and 
as indicated in the above comparison of the balloons of Exhibit A and Example 1. 

7. As discussed in Applicants' specification at page 5, lines 2-9, because PEBAX 
63D has a lower Shore D durometer hardness than PEBAX 70D and is thus softer and weaker (as 
indicated by, for example, a lower ultimate tensile strength at break) than PEBAX 70D, blending 
PEBAX 63 D (especially up to 60% by weight) into PEBAX 70D would be expected produce a balloon 
with a substantially higher compliance than a balloon formed solely of PEBAX 70D, and would be 
expected to produce a balloon with a lower rupture pressure than a balloon formed solely of PEBAX 
70D. This is evident in Table 3 in Applicants' specification at page 19, where balloons formed of 
100% PEBAX 63 D had a higher average compliance and a lower average rupture pressure. 

8. Example 4 at page 22 of Applicants' specification sets forth a comparison of 
flexural modulus measurements made on specimens of extruded tubing. The average flexural 
modulus, using a three point bend test, from a sample of 6 specimens was 15.7 gram/mm for the 
PEBAX 70D 100% formulation, and 11.5 gram/mm for the PEBAX 70D/63D 40%/60% 
formulation, indicating that the addition of lower Shore D durometer material (i.e., PEBAX 63D) to 
PEBAX 70D did increase the flexibility of the extruded tubing. 
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9. Selecting the claimed blend compositions and forming the balloon with optimized 
conditions such as blow up ratios and heating conditions during balloon blowing provided the balloons 
having the desired high softness (low flexural modulus) in combination with a rupture pressure and 
compliance substantially similar to the rupture pressure and compliance of balloons formed of 100% 
PEBAX 70D. Other PEBAX blend ratios were used to prepare balloons. However, not all PEBAX 
blend ratios provided the desired highest softness (lowest flexural modulus) in combination with a 
desirable high average rupture pressure and optimum compliance substantially similar to the rupture 
pressure and compliance of balloons formed of 100% PEBAX 70D. For example, the balloon tubing of 
Example 4 of Applicants' specification, formed of a blend of 80% PEBAX 70D/20% PEBAX 63D had an 
average flexural modulus of about 14.4 gram/mm, which is about 25% greater than the flexural modulus 
of the balloon tubing in Example 4 formed of the 40% PEBAX 70D/60% PEBAX 63D blend. This is 
expected to translate to poorer performance of a catheter having a balloon formed of 80% PEBAX 
70D/20% PEBAX 63D compared to a catheter having a balloon formed of 40% PEBAX 70D/60% 
PEBAX 63D when assembled on the same catheter chassis. 

I hereby declare that all statements made herein of my own knowledge are true and 
that all statements made on information and belief are believed to be true; and further that these 
statements were made with the knowledge that willful false statements and the like so made are 
punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United States 
Code and that such willful false statements may jeopardize the validity of the above identified 
application or any patent issued thereon. 

Date V-J^- ^ ; 2 D D3 V 

4 

Serial No. 09/451.902 
Docket No. ACSC 60541 




Jeong S. Lee 
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